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MINISTRY OF HEALTH AND FAMILY PLANNING 
(Department of Health) 

NOTIFICATION 

New Delhi, the 4th November 1976 

GAR. 866(E). — The following draft of certain rules further to amend the Drugs and 
Cosmetics Rules. 1945, which the Central Government proposes to make, after consultation 
with the Drugs Technical Advisory Board, in exerchc of the powers conferred by section 12 
and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is published as required by 
the said sections for the information of all persons likely to be affected thcieby; and notice 
is hereby given that the said draft rules will be taken into consideration after the expiry of 
a period of 90 days from the date on which the copies of the official Gazette containing 
ibis notification are made available to the public. 


Any objections or suggestions which may be received from any person with lespect tc 
the said draft rules before the expiry of the period so specified will be taken into consider¬ 
ation by the Central Government 
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DRAFT RULES 

1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1976. 

2. In the Drugs and Cosmetic* Rules, 1945, for rule 44, the following rule fee 

substituted namely. 

“44— Qualifications, of Government Analyst. —A person appointed as a Govenwncnt 
Analyst under the Act shall be a person who— 

(a) is a graduate in medicine or science or pharmacy or pharmaceutical chemistry 

of a University recognised for this purpose by the appointing authority and 
has had not less than eight years’ post-graduate experience in the testing of 
drugs in a laboratory under the control of (i) a Government Analyst ap¬ 
pointed under the Act, or (ii) tho head of an Institution or testing labo¬ 
ratory approved for the purpose by the appointing authority, or 

(b) possesses a post-graduate degree in medicine or science or pharmacy or phar¬ 

maceutical chemistry of a University recognised for tins purpose by the 
appointing authority or possesses th e Associateship Diploma of the institu¬ 
tion of Chemists (India) obtained by passing the said examination with 
‘Analysis of Drugs and Pharmaceuticals’ as one of the subjects and has had 
not less than three years’ experience in the resting of drugs in a laboratory 
under the control of (i) a Government Analyst appointed under the Act, 
or (ii) the head of an Institution or testing laboratory approved for the 
purpose by the appointing authority; 

Provided that—- 

(i) for the purpose of examination of items in Schedule C, the person appointed 

under clause (a) or clause (b) should be able to produce evidence of 
satisfactory training in physiology, bacteriology or serology or pathology 
or pharmacology or microbiology and should have experience of testing 
of biological products included in Schedule C in an institution or testing 
laboratory approved by the appointing authority for a period of not less 
than live years in the case of a person appointed under clause (a) and of 
not less than three years in the case of a person appointed under clause 
(b); 

(ii) for a period of four years from die date on which Chapter IV of the Act 

takes effect in the States, persons, whose training and experience are 
regarded by tho appointing authority as affording, subject to such further 
training, if any, as may be considered accessary, a reasonable guarantee 
of adequate knowledge and competence, may be appointed as Govern¬ 
ment Analysts. The persons so appointed may, if the appointing autho¬ 
rity so desires, continue in service after the expiry of the said period of 
four years; 

(iii) no person who is engaged directly or indirectly in any trade or business 

connected with the manufacture of drugs shall be appointed as a Gov¬ 
ernment Analyst for any area, 

Provided further that for the purpose of examination of Antisera, Toxoid and Vaccines 
and Diagnostic Antigens for Veterinary use. the person appointed shall be a person who is 
a graduate in Veterinary Science, or general science, or medicine or pharmacy and has had 
not less than eight years’ experience in the standardisation of biological products or a per¬ 
son holding a posl-graduate degree in Veterinary Science, or general science, or medicine or 
pharmacy or pharmaceutical chemistry with an experience of not less than three years in 
the standardisation of biological products: 

Provided also that persons, already appointed as Government Analysts may con¬ 
tinue to remain in service, if the appointing authority so desires, notwith¬ 
standing the fact that they do not fulfil the qualifications as laid down in 
clause (a), clause (b) or the preceding proviso.”. 
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Mmr ararenur nwr 


am <rftwrc faqfa* tfwi** 

(»^w f^wrpr) 

wfHg^rrr 

4f fastft, 4 totot, 1976 

irro vto fas 8 66 (*).—wVrfa 4k 44144 wnnft 194s *r, wWftr 
4k 44144 4troft 4faf444 , 1940 (194044 23) ^ uki 124k mrr 335m 

Sf?^T wfw^ft 44 M4 M +'<.% 4k ifatSR 4kt % faQ[ ^RlM9 fW4fl1 44 f4TOfafa4 

scpto, fait %?fk 47444 , tfkfa 444ffat 441 ^ 447 ; fk % Trortf %, 441 % 44 jitor 

^r?fr |, 44 4*ft sTfarat spt ^ R4( tt % fa?, fa4 47 ^3444 m <t?4 4?t tf4R4t 
444 onrwt Tt 4ktt44t7: 444fa4 fwr 4i4T | ; 4k 4$ ^-441 ft 4Rft ^ fa 
'srr^r-fjmf Tt, 44 ^rrCt^ar 4- faw'r touto v\ f -Rriw faro 45 4ftFP(44t ft 

^ $ "*1441 ^t W ftft itf, 4TO ff4 4?t 44 fa 44 44lfal % 474T?( fakk fw ^RfaT I 

444 4R4-f444t % 444 it f^fft 'ft TOfal ^tTtfW 4T ^414, 

^4 5R44 faffafa^ 44fa k RRTffa it 'jf, STM if if 4T kffa TOR 44 RT f44TT 
Rlkft I 


4t^4-fiTO4 


1 . $4 f444T 44 414 ?ffafsr 4TT 44194 41441 (44144) f444, 1976 $ I 

2. ffafa ifk 94194 419ft f499, 1945 4f444 44 % TOR RT fn'TOfafal 
f444 vm 41441, ^TOTtq; :— 

"44 tfWTft «tft 9?4Tf.—9fa)4R4 % 9*ft4 49Fkf ffWPF % 

44 4 fafTcl TOfat 4? TOffa i?l9t— 

(5f) 4t 414^414 4T faflTR 41 4)4)4 f99fa [4414 41 sftRfij 74144 
it fatfl ^9 faS4fa«tm 44 TO149 $ 1 , fait *9 44144 % far 
f4Jjf44Wf 41)444(1 4 4F44T ft f{t 4k fait 

(i) 4 ) 4)444 4; 94t4 f’4^44 444441 f444447 %, 4441 

(ii) f44fat4'4t 4fa4'rft 3Kr RT R9fa4 4 fair 9-J9tff9 
fatft 4 TOT 41 Rfl 8 TO 44t4Sir4T % 9TO9 % f4444RfR 
fatft 44144141 4 sffafaft % RXfaJT 44 44 % 44 8 44 
44 14144krt 4444 §1, 4441, 

(41) fa44 414 f4^f4444T 5tl)44rfl 4R1 ?4 44144 % faq 4R4-TR 
4R-4 fufl f474f44144 41 4R$f44t4 4T f44T4 4T 4r4fa fTOTTO 
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PrrR'irr tffrfsr tonr Jr serf's ?T *rr fanr% «mr 

s'fRjrwr *rni ^Fr^m (^farr) nt tjTfrfJrtTzForr nt Fr Fr*nm 
fa aft Froim iTTfarN nptn *in Fro 

far. nnt i^tor jtrt ntn STM Fnut 51 far FnJt (i) NfaFwm 
N NrftN Fn$W TRNrtt FrJRN %, SRNT (ii) Fpjfaprerf 
nrFsrNrCt jm gaitaR % Fwj NNNrfe'T fttft jtt tOoth- 
gNHrwiNr % new % FTFgNnfR f*rcft srifnrwRrr Jr «ftTfwr 
% 'TJtNN NT NN % ^TTT <fR fa NT SR^R ?> I 


r m, 

(i) (>r) Jr fa far fa ardwr % srctaR % Ft<j, nr (n) m 
(n) % NifFr Ft^r ^tPrit? ?r m far vfa Jr wfaf fam 
Nrf*R Fn zfa ffflr-fw Fhtr, afRpjj Ftttr irr rfFw Ptjtr 
R FW fwfTFT wr %$w fat f*Hn«r Jr tWFtsr JfpTsror rrp?r nt 
Frt $ far ?JT ?R^ft n Jr NRfasz fa wtjff * fatmf 
nt FrTfwPiTf NrFsrNrFT jrrr Nnftfor Fn*F ?f?«rr r qftNr 
NNtimmr Jr, no? (n) % NtfR Ftnnn ®tPr fa tron Jr w Jr 
N*r qfa fa m far mr (n) % wsfR fw sq-far *t wr 
Jr n*t Jr n*t cftN fa Nr nj»r fRr Nrffo ; 

(ii) Fit srFwifTr Nr, fafa Jrfww®r sfk nj»r % arfJ Jr Fr-jfcMRf 

grFrNrtt it? ttwnt £ fir, $rt far stPnstot, gfir fat ?T, n 
wrfFr r$t ?cr aft nrrn ^tntrt nr, Nrfar ?tft nTt ttwirt 
fa pjjFr vrtft Ftn NNcft $, itr trftw Jr, FawNT nFnFrr 
nt netr 4 Tragf Jr snrtfr ftm $, ntc q<f qft ntPi % faqr 
NTNltt FwJWNf N NT J) Ft?NT farm -ffr TTNcTT | I ^ JTNR 
Ft^NT far? TT aqfe, nFN STrftfNrfT ti?r NT? ?T>, 

nr fa fa nnt nnFt NT nmfcr * far Jr 7? rr*t f 1 

(iii) fai oft ^Fnt, aft %fafafa % FtPtnW Jr rrRr® FftF oqwn: 
NT NTTNIN Jr 5TR5TN: NT T^oTcr: NNT fNT |, fNTft oft % 
Fstit TTTNTft Fr??mr FfJJNT !T#t FfntT anrrrqr 1 

7 R 3 it? Fn FrFNcrtr n stnFn % Fn<? fJ^FRr, ikw nH TffrrsR 
?r*rr Tr^RtF^N (T-ffifn- fa <r<t«rr % JT^tarN % F=rrr ( Ft^nt aqFw t^rr mfc* ?>iit aft 
to fNFRrrr Fn^r nt rrrqrR Ft^tr ht nrFtjtr arr FtjtW Ftnr Nr rtrtn 

«* -a 

?t far farJr i^fax % mN^rNTN Nr nn Jr nn nr fa Nr nnnn fa mr ^rrr *tRr 
fa, FawJr TW T?r fNfNRf fNSTN, TTnTRT FfTTR, NT NRFTjTR nt Nt^rg Ftufor fg^R 
itt nHFt tnri Jf rrnFtt gTrfg ?> nVt fa Nrtrrrf % nr#nt<t Nr nn Jr nn 

rft'T fa NT NNNT ft : 
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7^5 tfr f% t 3 ft w?r ir *rwrff faiSpro % ir ?ft 
sj% K, qf? fa^facwerf snftmfr t*rr ^ cfr, ss to % Jf t % 

<=wft | fa to sr*? (<p) m <i*j (isr) m g^cff if £lr «r$?rr<? ^ g 1 

[tf° tJ’RT 11013/2/76 —tt^ q?r] 
iprrc, ?rfas 1 


i^t inruns, mtt?t ww froi rte, faKfi htt 
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